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DETAILED ACTION 

Status of the Claims 

Claims 5-14 are currently pending. Claims 1-4 were canceled by applicants. 

Applicant's election of Group I, claims 5-13, drawn to compounds and 
compositions reading on Formula I, in the reply filed on 06/12/08 is acknowledged. The 
following elected species is also acknowledged: the ditrifluoroacetic acid of 




F 



2-Fiuoi'0-444-(2-pyridin-2-yi-5,6Klihyto 

In response to applicant's election, Group II, claim 14, has been withdrawn from 
further consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected 
subject matter. Election was made without traverse in the reply filed on 06/12/08. 
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Claims 5-1 3 are the subject of this Office Action. This is the first Office Action on 
the merits of the claims. 

Note 

The species elected by the applicant was not found. The search was extended to a next 
species. 

Priority 

The earliest effective U.S. filing date has been determined to be 1 1/21/2002, the filing 
date of the provisional application 60/428322. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1. Claims 5-9, 11 and 13 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Sawyer et at. (WO 02/094833 with priority filing date of May 24, 2001) and Beight et 
al. (US Patent 7,087,626B2). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1 .1 32 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1 .131 . 
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Claims 5-9, 11 and 13 recite a compound of the formula I or a pharmaceutical^ 
acceptable salt thereof and a pharmaceutical composition comprising a compound of 
formula I with a pharmaceutically acceptable carrier, diluent or excipient. 

Sawyer et al. teach the compound: 

EXAMPLE 3«S 




where R2= imidazolyl and Ri=H (page 223), which is a species of claims 5-9, 1 1 
and 13. Sawyer et al. also disclose derivatives, or a pharmaceutically acceptable salt, 
esters or prodrugs thereof (p. 8, line 24) and a pharmaceutical formulation comprising 
such compound or pharmaceutically acceptable salt with a pharmaceutically acceptable 
carrier, diluent or excipient as in claim 13 of the instant application (p. 242, lines 10-15). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

2. Claims 5-1 3 are rejected under 35 U.S.C. 1 03(a) as being obvious over Sawyer 
et al. (WO 02/094833 with priority filing date of May 24, 2001 ) and Beight et al. (US 
Patent 7,087,626B2). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1 ) a showing under 37 CFR 1 .1 32 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
1 .131 ; or (3) an oath or declaration under 37 CFR 1 .130 stating that the application and 
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reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1 .321 (c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

Sawyer et al. teach compounds of structure #1 as their preferred embodiment: 



As recited by Sawyer et al., X= halide for the above reaction. One of ordinary 
skill in the art recognizes the above reaction as a palladium catalyzed reaction. One of 
ordinary skill in the art would have also envisioned using reactants, besides the here 
used alkenyl, for common aryl substitutions in palladium catalyzed reactions, such as 
aryl or heteroaryl reactants in a Suzuki coupling (Suzuki coupling uses boronic acid 
derivatives). This is mentioned in the disclosure by Sawyer et al. (p. 64, lines 4-15) and 
is cited below: 



-64- 



SCHEME XII: 



X 
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A skilled artisan would appreciate palladium catalyzed couplings to elaborate [the 

i 

S scope of the mv em mn as shown m Scheme XII, ' 

Aryl syhMijufions of may be accomplished, through the use of a halo or suifonyl 

i 

leaving grttup, X, in combination with a substituted aryl- or heteroar^borenk acid orj 
esier m the presence of a suitable palladium catalyst and a suitable base such as potassium 
carbonaie as previously described in Scheme ill. Another palladium catalyzed reactiojt, 

As such, it would have been prima facie obvious to one having ordinary skill in 
the art at the time the invention was made, to make compounds where X is aryl or 
heteroaryl, as those in claims 5-13, by palladium catalyzed reactions with aryl- or 
heteroarylboronic acid (Suzuki coupling), as disclosed by Sawyer etal. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VALERIE RODRIGUEZ-GARCIA whose telephone 
number is (571)270-5865. The examiner can normally be reached on Monday-Friday, 
8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patrick Nolan can be reached on 571-272-0847. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

VRG 



/Patrick J. Nolan/ 

Supervisory Patent Examiner, Art Unit 4161 



